SFC OPTN Hearing
Exhibit K.94

Membership and Professional Standards Committee (MPSC)
Indiana Donor Network (INOP)
Interview Summary
October 27, 2016, Chicago, IL

MPSC Members Present:

UNQOS Staff Present:

SRTR Staff Present: [ G

Indiana Donor Network Representatives Present:

Interview Summary:
, MPSC Chair, convened the interview pursuant to Appendix L, Section L.17 of the
Bylaws for the purpose of determining whether the Membership and Professional Standards

Committee would recommend that the Board of Directors declare Indiana Donor Network a
Member Not in Good Standing and refer the OPO to the Secretary of Health and Human Services
for further action for violation of Policy 2.2 (OPO Responsibilities).

The Chair stated the Committee would consider Indiana Donor Network’s file as well as the
testimony and written evidence, applicable provisions of the Bylaws and Policies, including
supporting rationale and generally accepted technical or scientific matters related to the issues
under consideration. The Chair also stated the interview was being conducted under confidential
medical peer review, and the entire interview and review process, including all related documents
and information, are protected by applicable peer review statutes.

The President and Chief Executive Officer introduced herself and stated she has been with INOP
for 16 years, with four in this role. She introduced the team and provided their background, their
role, as well as their time with INOP. She then stated that the OPO came to discuss recent site
survey results, with a focus on errors and failure points within the OPO’s processes. The CEO
stated that INOP recognizes and takes accountability for the OPQ’s responsibility to ensure
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patient safety and public trust. The specific issues with brain death declaration required a fast
response given the gravity and importance of this critical diagnosis to the integrity of the organ
donation process. She acknowledged that the site survey process revealed systemic issues, and
the OPO is committee to addressing these findings through an improved QAPI program over time.

The CEO continued that the primary focus of the presentation would be to address the three
events related to brain death found on site survey. INOP has undergone rapid growth in the past
three years, and strives to continually improve to serve families and patients in organ donation.
This growth led to challenges with scalability, especially in the quality department.

Describing the issues found during the site survey, the CEQO stated that OPOs are required to
verify that brain death is pronounced according to applicable laws. In Indiana, that law is the
Uniform Determination of Death Act which requires that death must be made in accordance with
accepted medical standards. The OPO’s policy prior to the site survey included a number of
aspects to confirm pronouncement, but not the important components of an effective assessment
for the diagnosis of brain death. This was a primary contributor to the lack of specificity and
effectiveness of our brain death confirmation procedures. Of particular note, our previous policy
relied on Family Services Coordinators (FSC) to review brain death documentation with the organ
coordinator but without Administrator on Call (AOC) or Chief Medical Officer (CMO) involvement
unless there was a specific question.

The CEO then described the details of the three cases found on the site survey. Each had slightly
different documentation issues, but importantly all were not caught by the OPQO’s internal quality
systems. In the first case, the OPOs records showed a note on admission to the ER that stated
that the donor had a minimal gag reflex, and the brain death note used was made by a Nurse
Practitioner. The CEO showed documentation that a physician did provide a separate brain death
note and clinical exam, but this was not retained by the OPO as part of the donor record. The
second case involved a donor with no documentation of a clinical exam consistent with brain
death in INOP’s donor record. The patient did have other studies, but a clinical exam was not
performed in conjunction with the documentation of brain death or included in the OPO’s records.
The third case involved no documentation of confirmatory testing consistent with brain death in
INOP’s donor record. Each case had different concerns but there was a commonality in the failure
of the OPO’s internal quality assurance processes {o recognize a deficiency.

As part of the QAPI program, the CEO said that the OPQO performed a root cause analysis for
these deficiencies as well as to determine why these errors were not caught by the quality
assurance process. An external quality consultant, internal leadership members, and staff
members identified failure points in the existing process including:
¢ Staff did not have access to the hospital policies for brain death.
+ Besides general statements, no specific regulatory requirements that say brain death must
be pronounced in a specific manner
s Pathways did not prompt front-line FSC or organ recovery coordinators (ORC) to ensure
brain death verification and documentation was in compliance with internal or hospital
policy.
¢ Pathways also did not require front-line FSCs or ORCs to verify brain death documentation
by consulting with the AOC or CMO on every case.
s Internal Brain Death policy did not define proper methods to ensure proper brain death
declaration.
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e Organ Chart QA Process did not specify the information to be reviewed to ensure proper
documentation, and there was no prompt to initiate a reportable event for missing
documentation.

¢ Internal auditor did not identify these deficiencies in any of our internal audits.

Due to the severity of the violations and the necessity o ensure the integrity of the process, the
OPO immediately contained this issue by significantly updating the brain death policy with
direction from the Advisory Board. The CEQ described that the OPO policy now indicates that the
hospital must follow their policy on brain death declaration, but also includes minimum standards
to be met. All documentation related to brain death testing must be obtained and verified to be in
compliance with the hospital policy as well as our internal brain death policy. Staff then review the
documentation with the AOC and CMO. The AOC has a brain death checklist that they must
complete that includes all of the critical points previously mentioned.

The CEO stated that as part of the containment process the OPO performed a review of all organ
hospital brain death policies and uploaded the most current version to the EMR for access by our
staff. In collaboration with cur CMQ, the CEOQ sent letters to every organ hospital stating the need
to be in compliance with their brain death policy but alsc informing them of updated practices and
expectations moving forward. The letter also shared with the hospitals a sample best practice
brain death policy as well as Indiana State Medical Association Guidelines for determining brain
death. Since the internal policy and practice change which was effective October 6, the OPO has
100 percent compliance.

The CEO reported that the OPO educated all organ, family services, quality and professional
services staff on the updated policy and new processes; the internal auditor added steps in
several internal audits to verify compliance; and the OPO conducted competency and proficiency
testing with all staff achieving 100% proficiency. In conjunction with the CMO, the OPO provided
education to the AOCs on the updated processes to ensure those who were making decisions
were competent, and the OPO will be reevaluating the annual competencies to ensure aptitude
and adequate performance as required for each job function. Throughout this process, the OPO
involved the executive leadership as well as the Advisory and Governing Boards.

Specifically, the CEO said that the Advisory Board met to review all deficiencies noted in the site
survey and to discuss and provide recommendations on the brain death policy. Their
recommendations were then reviewed with the executive committee of the governing board and
approved for implementation. Further review and discussion will occur next week with the quality
committee of our Board as well as at our next Advisory Board and Governing Board meetings.

As an added step, the Chief Operating Officer (COO) is also verifying the brain death process on
every case with the AQC prior to the OR. The CEO stated that this process is not sustainable
forever, but until the OPO has confidence in the new processes, they will continue to monitor the
effectiveness of the systems. INOP intends to collect data showing how often the COO has had
to ask for corrections, clarifications or changes to any of the cases.

Recognizing that there are experts in the field, the CEO said that the OPO has engaged three
outside consultants in the containment and corrective action processes, including two AOPO site
surveyors. It became evident through the evaluation that the OPO’s internal variance reporting
process was not effective. Moving forward, the OPO will be focusing on categorizing our
variances and tracking and trending to identify, in real time, variances that cause to take
immediate steps to contain issues and prevent recurrence. This data will be reviewed and
discussed at internal quality committee meetings, with the Advisory Board, with the quality
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committee of the Governing Board and with the entire Governing Board. The eventual goal of this
improved occurrence reporting process is to become a more proactive organization over time by
identifying issues before they become significant patient safety risks; such as the types revealed
in the site survey results.

The CEO emphasized that INOP realizes they have significant work to do in this area and a
culture change that must take place internally as well. They recognize that brain death
pronouncement and documentation was only one piece of the site survey and that there is a
systemic issue in relation to the quality department as there were several other areas identified
as deficiencies in the survey. However, they felt it was paramount to address the brain death
piece specifically to preserve patient safety and public trust.

The CEO stated that the Indiana Donor Network team is open {o the peer review process and
MPSC visits to ensure sustainability of the implemented processes as well as reporting to the
MPSC on progress. In addition, staff plan to visit other OPOs to determine how they are handling
some of the deficiencies noted, and to identify best practices. As the OPQO continues to evolve
and improve the QAPI program, they also plan to ensure involvement of the Advisory Board,
quality committee, and Governing Board.

The CEO then thanked the members of the MPSC for the diligent and thoughtful review of the
OPO’s decisive actions. The OPO will continue its evolution as an organization and realizes that
they have room to grow and improve with a diligent focus on a quality based culture.

The Chair thanked INOP for their presentation and opened the floor for questions.

A committee member thanked the OPO for a great presentation, and stated it was clear that they
were taking this issue seriously. The committee member then asked whether the OPG involved
a neurologist when reviewing the policies for brain death declaration, since there are some
specific recommendations available for confirmatory tests. The CEO responded that they involved
a retired neurosurgeon who sits on the Advisory Board, and the Governing Board Chair added
that the neurosurgeon involved headed the committee that created the Indiana state guidelines
both adult and pediatric brain death

The same committee member followed up with a question about educating a diverse OPQ staff.
The CEO acknowledged that their staff has diverse backgrounds, including human donation
science programs, nurses, paramedics, and some with a background in grief. The OPO works
with the CMO to develop training. The Manager of Organ Services stated that the staff is given a
didactic presentation on brain death on the history, laws, clinical exam, and confirmatory testing;
then the OPO supplements that with Cleveland Clinic’s eLearning module. Staff have competency
and physical assessment at least annually.

A committee member asked for a clarification on the brain death note by the nurse practitioner,
and the CEO stated that the separate, later notes confirmed by the physician existed, but the
OPO did not obtain copies prior to the donor OR.

In response to a comment on the quality of the presentation and a question about the seeming
disconnect between the operational efficiency and the errors that occurred, the COQ stated that
the issues were a wake up call. The OPO had an issue with one of the primary roles of ensuring
the integrity of the donation process, and found multiple discrepancies, so they wanted to fix the
issue and find the root cause of how that happened. The COO continued that they responded first
and foremost to accurately and quickly correct the process and make sure this never happens
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again, but now they are engaging experts to continue to review and create a sustainable process
s0 nothing like this happens again.

A committee member asked about any organizational changes in response to these never events.
The CEQ stated that the OPO had made changes in quality department before the site survey,
as they recognized that they were not being efficient and had failures within their quality system.
The OPO has a new Director of Quality. The OPO quality staff did not recognize that there was
no consistent state law or procedure for brain death, and that they were not verifying that hospital
policies were followed, just relying on the physicians {0 document.

A committee member asked how the OPO manages verifying 41 different hospital policies on
brain death. The CEO replied that many of the policies are very different, with some are more
detailed and very good. The OPO added a best practice policy and shared it with all hospitals to
try make sure policies are somewhat consistent. At this point, the OPO has not received a lot of
push back from hospital administration, but has met resistance from some from individual
physicians.

In response to a question about lack of systemic insight and whether there are other issues that
have not been discovered, the CEO stated that she would also have that question. The site survey
showed missed documentation in other areas as well. The CEO explained that in the past the
quality program has functioned as a medical records department rather than as a true quality
assurance program, where staff have expertise in corrective and preventative actions, LEAN, and
process improvement. The OPO is recruiting staff to work in that area that have that expertise.
The CEQ feels very confident that the OPO is paying close attention to key processes, and has
audited other processes such as authorization and ABO verification to look for gaps.

A committee member asked whether the OPO had been reactive and was working to become
more proactive, and should that have been recognized. The CEQ responded that in certain areas
they have been reactive, in others very proactive. The OPO uses a reportable events system,
QPulse, to document any CAPA or nonconformance, and staff recognize and write reportable
events all the time so that the appropriate action and follow up can prevent additional issues. The
failure in this instance involved policies that were not very clear and direct about what had to
happen for brain death declaration.

A committee member commented that the OPO has 12 FSCs, with a position description that
does not require a clinical background, but states that they are responsible for collecting and
communicating all information about medical suitability of the donor and investigating all concemns
related to clinical information. She then asked whether having non-clinical staff in those roles
came up during the RCA. The CEO responded that the OPO formerly required FSCs to be clinical,
but sometimes there were others better suited to talking with families. She added that the FSC is
not the only staff member reviewing the chart, ORCs are also on-site and initially evaluate the
patient as well. Also, AOCs have remote access to medical records that they can access and
review, as well as frequently contacting the CMQ, even on initial referral. The OPO has not made
the FSC clinical because they feel that resources are available to support.

The same committee member asked whether the Hospital Development staff and had a
responsibility to ensure that hospitals have a brain death policy, donation policy, and other
required policies; and to work to improve any that do not meet standards. The CEO said that the
OPO has been working with several of the hospitals, over time, to develop better policies, and
have met a lot of resistance. In this situation when, when there is investigation by other bodies,
they comply without as much resistance. In the past there have been times where the OPO has
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identified a case where they do not think the patient is brain dead, and if there is any question
they will not move forward or will proceed as a DCD.

A representative from HRSA asked the CEO to confirm that the OPO has copies of policies from
all donor hospitals, and to describe how they assure that each is following their policy. The CEO
explained that all policies have been uploaded to their EMR system, so that the FSCs, ORCs,
and AQCs access at beginning of every case. If the policy says that they perform a specific exam,
the physician has to do it. If they miss one, OPO staff inform them. The AOC is also calling the
COO and CMO for them to review cases, and staff have requested additional physicians to
declare death if one is not following policy.

A committee member observed that it seems that the evaluation of declaration and compliance
was not happening in real time, and questioned whether it is real-time now. The COO responded
that INOP immediately consulted other OPOs to find out how they perform this task, and instituted
a few functional steps. The OPO implemented the ORC talking to AOC, and both reviewing the
hospital policy, OPO policy, and the chart to confirm compliance. The AOC has a checklist, then
discusses the case with the COO and CMO to determine whether there are any issues that may
come up. Two of those points were previously optional and now are mandatory. FSCs are also
having a huddle with hospital staff to make sure that physicians are aware of what they need fo
do before declaration. The COO also described the OPQO’s DCD process for the committee.

A committee member asked the Board representatives to provide their perspective on the current
situation. The Governing Board Chair said that the Board took the situation very seriously, and
worked with the CEO to make sure that all Board members were aware, and to encourage follow
through on the discussion and working through policy issues. He stated that to the OPO the
donors and the families are the critical population they serve. The Advisory Board Chair added
the he works with the Indiana Hospital Association, and is honored to be chair of the Advisory
Board. The hospitals learn every day from the practices of INOP how to improve our functions as
well. He has taken the new policy and requirements developed not just to the 41 hospitals but to
all hospitals in Indiana, making CEOs and physicians aware that all need to have a good policy
and provide them with sample policies.

The MPSC Chair asked for clarification of the delineation of 41 hospitals and other hospitals. The
CEO responded that the state has a lot of hospitals that do not have ventilator capability, so in
the event that they have cases, they transfer them. The OPO looked back at several years of
donation to make sure to reach out to all involved hospitals.

He then observed that this happened even though the OPO had polices, procedures, and
checklists, and asked how the OPQO planned to change the culture. The CEQO responded that
unfortunately, in the past the attitude may have been that quality is the police, rather than being
supportive and there to improve processes and prevent occurrences such as this. Many staff in
the past have felt that reportable events are created to be punitive rather than for process
improvement. In addition, the ORCs and FSCs are trained by one person passing information to
another person. The OPO’s failure was that they didn’t identify that the process of relying on
hospital expertise, and just making sure death was pronounced, wasn’t sufficient. Also, most staff
have not come from other OPOs, so the OPO did not have the benefit of anyone with experience
suggesting a better practice. The OPQ plans fo try and share findings of this investigation with
other OPOs, since there is likely a lot of process improvement possible.

With no further questions, the Chair thanked the program for their presentation.
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